https://trungtamthuoc.com/

THANH PHAN:
Rx Thudc ké don M&i 1.0 mi dung dich chia:
&

0.15mg
WHO-GMP K Ta duoe v G Yo
CHi DINH, CHONG CHi DINH, LIEU LUONG &

I CACH DUNG, THAN TRONG VA CAC
\cifedio! 0,15M9  mone N KiAC
Ca Cl

Xin doc trong 18 hudng dén s dung.
BAO QUAN: Nhigt d6 khong qué 30°C, franh
@nh sang va ém.

TIEU CHUAN: TcCs
610 SX/ Batch No-:

o Ngay SX/ Mig.Date:
%nhog“?‘ HOY Exp. Date:

e — Doc ky hudng dén s dung udc khi ding.

%EE Sin ot b
7 |xonsevocin ]0 ml CONG TY DUGC PHAM VA THUONG MA! PHUGNG BONG - (TNHH)
3 % TS 509,16 ban 00 55 01, com CN Hap Linh, P. Hap Linh, TP. B3c Nethinh Bic N

TNHH |
DUGC PHAM

AILOWIFY

|
|

Rx Thuéc ké don THANH PHAN:

Rx Prescription drug COMPOSITION:
WHO-GMP M&i 1,0 mi dung dich chua:

WHO-GMP Each 1.0 mi solution contains:

Calcifediol...................... 015mg [t | CGiCifediol.............ooren.n. 0.15mg
Té duoc visa du, e 10ml EXCIDIONtS Q8.f.vevveenrerreirenes 1.0mi
CHi DINH, CHONG CHi

DINH,LIEU LUONG & CACH INDICATION, CONTRAINDICA-
DUNG,THAN TRONG VA CAC TIONS, ADMINISTRATION &
THONG TIN KHAC: DOSAGE, PRECAUTIONS AND
Xin dc trong 10 hudng dén s dung. A fediol 0,15 M9 | ORTHER INFORMATIONS:

BAO QUAN: calci Please see the leaflet insert.

Nhiét d6 khdng qué 30°C, tranh

anh sang vé &m. STORAGE:

TIEU CHUAN: TCCS Temperature not exceeding 30°C,
SDK: VDo protect from light and humidity.

S8 10 SX/ Batch No.: )

Ngay SX/ Mig Date: SPECIFICATION: In house's

HO/ Exp. Date: .

HD sau khi mé ndp: REG NO.: VD-........ccoevvviverrnns

(Exp. Date after opening)

DE’XA'[KMT Ymiﬁ‘M.‘ KEEP OUT OF REACH OF CHILDREN.
DOC KY H.,&_ IG DAN SU DUNG S——— PLEASE READ THE LEAFLET CAREFULLY
TRUGC KHI DUNG. . . BEFORE USE.
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Rx-Thuéc nay chi dung theo don thuéce
ABIMOTEK

“Dé xa tdm tay tré em”

“Doc kj huong dan sir dung trieée khi ding "
1. THANH PHAN CONG THUC THUOC
Méi ml dung dich chia:
Thanh phdn hoat chat:
Calcifediol (dudi dang calcifediol monohydrat)................. 0,150 mg
Thanh phan td dwoc:
Té dwoc c6 tac dung da biét: Propylen glycol vira di 1 ml
Td duwoe ddy di: Alpha tocopheryl acetat, Propylen glycol.
2. DANG BAO CHE
Thudc nhé giot
MS ta dang bao ché: Dung dich dong nhit, trong sudt.
3. CHI PINH
Tré em va tré so sinh:
- Coi xuong, nhuyén xuong
Phong ngira rdi loan canxi do diing liéu phép corticosteroid hoac thudc chong co gidt

- Phong ngtra thiéu vitamin D trong bénh suy than.
Nguwoi lom:
- Nhuyén xuong (dinh dudng hodc kém hip thu)
- Diéu tri thiéu vitamin D
- Phong ngtra rdi loan canxi do diing liéu phap corticosteroid hoac thudc chong co giat
- Phong ngura thiéu vitamin D trong bénh suy than.
4. LIEU DUNG, CACH DUNG
Liéu ding
Tré em va tré so sinh (dang dwoe theo ddi canxi niéu va canxi huyén):
- Coi xuong, nhuyén xuong: 2-4 giot mdi ngay.
- Phong ngtra rdi loan canxi:
+ Do dung ligu phép corticosteroid: 1 dén 4 giot mdi ngay,
+ Do dung thubc chdng co gidt: 1 dén 5 giot mdi ngay,
Phong ngira thiéu hut vitamin D trong bénh suy théan: 2 dén 6 giot mdi ngay.

Ngwoi lon:
- Bénh nhuyén xuong:
+ - Do ché dé dinh dudng: 2 dén 5 giot mdi ngay,
+ - Do kém hap thu hoic do ding thudc chng co giat: 4 dén 10 giot mbi ngay.
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- Diéu tri thiéu Vitamin D: 2 dén 5 giot mdi ngay, ;g:-/'//
- Phong ngira rdi loan canxi: N ;/;,'f"/
+ Do dung liéu phép corticosteroid: | dén 4 giot mdi ngay, = -
+ Do dung thudc chdng co giat: 1 dén 5 giot mdi ngay,

Phong ngtra thiéu hut vitamin D trong bénh suy than: 2 dén 6 giot mdi ngay.

Cach dung

Duing dudng udng. Bé ly duoc lidu lugng chinh xdc ctia mdi giot. hiy Up nguge chai thude theo
chiéu thing dimg dé nhé giot thudc vao mot chiée coe. C6 thé pha loang cac giot thude trong mot
it nudc, sira hodc nudc hoa qua.

5. CHONG CHI PINH

Nhiing ngudi bénh ¢6 man cam véi vitamin D hodc bat cir thianh phan nao trong cong thiic: tang
calci huyét; ¢6 diu hiéu ngd doc vitamin D, loan dudng xuong do than kém theo tang phosphat
huyét; voi hoa di can (metastatic calcification).

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Pé tranh nguy co qua lidu, phai kiém tra calci niéu, calci huyét, I - 3 thang tir sau khi bat dau diéu
tri. Sau do, cir cach 3 thang lai kiém tra 1 lan (trong trudmg hop diéu tri kéo dai).

- Néu calci huyét > 105mg ( 2,62 mmol/lit): Phai ngimg diéu tri it nhat 3 tuan.

- Néu calci nidu > 4mg/kg/ngay (0,1 mmol/kg/ngay): Phai cho udng nhiéu nudc it chat khoang
mdi ngay (2 lit & ngudi 16n) va tam ngirng diéu tri vitamin D.

Phai theo ddi cén thin calci huyét thanh, it nhat hang tuan, trong khi diéu chinh licu dung.

Phai ngirng thudc néu xuat hién ting calci huyét.

Thudc twong tu vitamin D phai ding than trong cho ngudi dang diéu tri glycosid tim. vi tang calci
huyét & cac ngudi bénh nay cé thé dan dén loan nhip tim. Phai kiém tra calci huyét hai lin mét
tudn & ngudi bénh dang diing dang ding digitalis.

Céc thude tuong tu vitamin D khong dugc diing dong thoi.

Tru6ce khi diéu tri vitamin D, ndng do phosphat ting cao trong huyét thanh cin dugc kiém sodt dé
giam nguy co véi héa cdc mdé mém va thanh mach,

Str dung rét than trong cho tré em va ngudi suy than, soi than. bénh tim do c6 thé tang nguy ¢o 1on
hai cac co quan dé khi xay ra tang calci huyét.

Tré dang bui me ¢6 sir dung liéu phap vitamin D dé chira bénh phai dugc theo ddi kiém tra can thin
vé tang calci huyét va nhimg biéu hién |am sang ctia nhiém déc vitamin D.

Ta dwoc

Thudc nay chira 36,6 mg propylene glycol (E 1520) méi giot.

Str dung dong thoi véi bat ky chat chuyén héa nao ciia alcohol dehydrogenase nhu ethanol ¢6 thé
gdy ra cac phan ung c6 hai nghiém trong ¢ tré so sinh va tre em du¢i 5 toi.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
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gidp cho tré so sinh. Tuy nhién, nguy co cho bao thai & ngudi me bi suy tuyén cin giap ma khong
dugc diéu tri duoc coi la nguy hiém hon nguy co tang calci huyét do diéu tri bang vitamin D.
Phu nir cho con bi

Sur an toan cuia calcifediol ddi véi ngudi cho con bu chua duge xéc dinh. Thude phan bé trong sira
va ndng d6 do ciing xudt hién trong tré bl me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc nay khong anh huéng dén kha ning l4i xe hodc van hanh may moc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tac ciia thude

Orlistat c6 thé lam cham hép thu vitamin D, néu udng cach xa it nht 2 gio.

Céc thude chdng dong kinh ¢6 thé lam tang nhu cdu ding vitamin D (carbamazepin. phenobarbital.
phenytoin, primidon). Néu dung kéo dai phenytoin va cac thude chong co giat khac nhu
phenobarbital c6 thé gdy cam (ing enzym cytochrom dan dén pha huy cholecalciferol (vitamin D3)
va lam rbi loan chuyén héa vitamin D va calci, nén co thé gay loang xuong.

Khong dung calcifediol cling v6i céc thude khang acid ¢6 chira magnesi vi nguy co bi tang magnesi
trong mau do ting hap thu magnesi & rudt.

Ciéc thude gdy ha calci huyét la: Glucocorticoid, thude chéng dong kinh, cisplatin, bisphosphonat.
Céc thude corticosteroid ¢6 thé lam mét tic dung cua vitamin D.

Nguy co gy ting calci huyét néu vitamin D duoc dung phdi hop véi cac thiazid loi tiéu. lithi.
tamoxifen phosphat, calci va phai kiém soat ndng dé calci huyét trong nhiing truomg hop nay.
Céc thude khang acid chira nhom sir dung kéo dai két hop vai vitamin D ¢6 thé lam tang mure
nhom trong mau va dan t6i ngd doc xuong do nhom, dac biét & bénh nhan viém than man.
Rifampicin va isoniazid c6 thé lam giam hiéu luc cta vitamin D.

Twong ky ciia thude

Do khéng cé cac nghién ctru vé tinh tuong ky cua thude. khong trén 13n thude nay véi cac thude

khéc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Phan I6n cac ADR lién quan dén ding qua liéu vitamin D. Chua xac dinh duoc tén suat xuét hién
cic ADR. C6 thé xay ra cac ADR:

Tim mach: Loan nhijp tim, tang huyét ap.

Thén kinh trung wong: V6 cam, dau dau, ha than nhiét, tdm than, réi loan gidc quan. budn ngu.

Da: Hong ban da dang, ngira.
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No6i tiét va chuyén hoéa: Mat nudc, ngimg phat trién, tang calci huyét, tang m
phosphat huyét, giam duc vong, udng nhiéu.

kho miéng.

Sinh duc, tiét niéu: Pai dém, nhiém khuan dudng tiét niéu.

Gan: Tang ALT, AST.

Tai chd: Pau ¢ ving tiém

Than kinh - co - xuong: Pau xuong, dau co, loan dudng, véi hoa ciac mé mém. yéu co.

Mit: Viém mang tiép hop, so 4nh sang.

Thén: Dai ra albumin, tang uré huyét, tang creatinin huyét. dai nhiéu. voi hoa than.

Ho hap: Chay nudc mii.

Céc biéu hién khac: Phan tmg di (mg.

Nhiing triéu ching lién quan dén tang calci huyét cé thé bao gdm nén, chan an, dau dau, tao bon.
dai nhiéu, d6 md héi trom, khat nudce, budn ngi, chéng mit, ngira, mét moi, giam thé trong. Tré
nho va tré em d& méc cac tac dung phu doc hon.

Huwong din cach xir tri ADR

Trong khi diéu tri, phai theo ddi tang calci huyét hang tuan.

Néu tang calci huyét thi phai ngimg ding thude; hodc néu thdy cac biéu hién sém nhiém doc
vitamin D nhu dau xuong, tédo bon (thudng gip & tré em, thiéu nién); ia chay, budn ngu, kho miéng.
dau dau, khat nhiéu, dai nhiéu 1an, nhat 1a vé dém, chan an, dau co, budn nén. nén thi phai ngirng
ngay diéu tri. Kiém tra calci huyét va calci niéu.

Diéu tri cdc tac dung phu duoc khuyén cao nhie sau.

Qua liéu vitamin D: Phai ngimg ngay vitamin D, cho ché do an nghéo calci va cho udng hoic tiép
nhiéu nudc.

Néu tang calci huyét van kéo dai: C6 thé cho prednison. Néu tang calci huyét nang. ¢o thé diéu tri
bing calcitonin, etidronat, pamidronat hodc gali nitrat,

Con ting calci huyét: Can phai truyén tinh mach dung dich mudi dé tang bai tiét calci, dung hoic
khéng diing mét thude loi nidu quai.

Loan nhip tim: C6 thé diéu tri bing mot lidu nho kali, kém theo giam sat lién tuc tim.

Liéu phap c6 thé cho lai v&i liéu thap hon khi ndng dé calci huyét tré lai binh thudong. Nong do
calci huyét thanh hogc nude tiéu phai duge dinh luong 2 lan/tuan sau khi thay doi liéu.

11. QUA LIEU VA CACH XU TRI

Xem phdn 10. Tac dung khong mong mudn cua thube

12. PAC TINH DUQC LUC HQC

Nhém dwoe Iy: Thude tuong tu vitamin D

Mia ATC: A11CCO06
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chuyén héa du tién xay ra & microsom cta gan, do cholecalciferol bi hydroxyl héa & vi tri carbon
25 tao thanh calcifediol (25- hydroxy-cholecalciferol: 25-OHD). Calcifediol vao mau va duoc hoat
héa budc hai chii yéu & than dé thanh 1-alpha. 25-dihydroxv-cholecalciferol (calcitriol) ¢é hoat
tinh manh hon nho enzym 25-hydroxy-cholecalciferol-1-hydroxylase ¢6 trong ti thé cua vo than.
Sau do6 1-alpha, 25-dihydroxy-cholecalciferol dugce chuyén téi mé dich (rudt, xuong, mot phan o
than va tuyén cén giap) nho céc protein lién két dic hiéu trong huyét tuong. Nhu vay, calcifediol
1 chét chuyén héa trung gian, ban than c6 mot it tic dung nhung ciling duoc chuyén thanh calcitriol
c6 hoat tinh manh hon; khi dua calcifediol vao co thé dd cung cap truc tiép chédt nay cho co thé.
bo qua giai doan ¢ gan.

Calcifediol, thuéc tuong tu vitamin D, rét can thiét trong van chuyén calci tir rudt va trong chuyén
héa xuong; c6 vai trd chd yéu ddi véi rudt dé lam tang kha nang hép thu calci, phosphat va déi voi
xuong dé khoang héa.

Tuy calcifediol ¢6 hoat tinh gdp 2 - 5 1dn so v6i cholecalciferol hoat hoa dé diéu tri coi xuong, kich
thich hap thu calci va huy dong calci tir xuong, nhung hoat tinh gia tang nay van chua du dé tac
déng vao cac chirc ndng & nong dé sinh 1y. Phai dung liéu cao calcifediol mdi ¢6 thé tang ndng do
calci trong huyét thanh.

13. PAC TINH DUQC PONG HQC

Calcifediol dung theo dudng uéng, duogc hép thu nhanh tir dudng tiéu hoa. Su c6 mat cia mat 1a
rét can thiét cho viéc hip thu ddy du vitamin D trong rudt, su hap thu c6 thé giam & nhiing nguoi
kha ning hdp thu chat béo kém. Nong dé dinh trong huyét thanh dat duoc sau khi ubng, tir 4 - 8
gio. Calcifediol van chuyén gan véi mot alpha-globulin dac hiéu va c6 nura doi khoang 16 ngay
(10 ngay dén 22 ngay). Sau khi ding ung, khoang thai gian tac dung tir 15 dén 20 ngay (tang 1én
2 - 3 1an & ngudi suy than). Thude phén b trong sira rat it (tré nho bu me hoan toan va khong ra
néng can phai bd sung vitamin D), dao thai qua mat va phan. chi ¢ mot phan nho qua nude tiéu.

14. QUY CACH PONG GOI

Hop 1 lo x 10 ml, kém t& huéng dan sir dung.

15. PIEU KIEN BAO QUAN

Bao quan trong bao bi kin, noi kho rao, tranh anh sang, o nhiét do dudi 30°C.

16. HAN DUNG

36 thang ké tir ngay san xuat.

28 ngay sau khi m& nip lan dau

17. TIEU CHUAN CHAT LUQNG

TCCS



https://trungtamthuoc.com/

7 CONG TY N
TNHH

2 —_— . ’ DUGC PHAM

18. TEN, BIA CHi CUA CO SO SAN XUAT ANH THY /<

Co s& san xuat:

CONG TY DUQC PHAM VA THUONG MAI PHUONG PONG- :
Dia chi: TS 509, to ban dd s6 01, cum CN Hap Linh, phuong Hap Linh, thanh pho Bac th

tinh Béc Ninh, Viét Nam.



